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DETAILED ACTION 

Status of the Claims 

Claims 1-10, 13-22 and 35-41 are pending and the subject of this Office Action. Claims 
38-41 were added on 05 January 2010. 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. 

Applicants' arguments filed on 05 January 2010 in response to the final rejection filed by 
this Office on 10 June 2009 have been fully considered, but they are not deemed to be 
persuasive. Rejections and objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections are reiterated and expounded upon, and they constitute the 
complete set presently being applied to the instant application. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
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application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent cither is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-10, 13-22, and 35-41 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-12 and 13-17 of U.S. Patent No. 
5,792,795 in view of U.S. Patent No. 4,935,243 (Col. 3, lines 20-46) [hereinafter referred to as 
"Borkan et al"] and in further view of U.S. Patent PreGrant Publication No. 2003/0064074 
[hereinafter referred to as "Chang et al"]. 

The '795 patent contains a general disclosure of a soft gelatin capsule that encloses 
eicosapenta-5,8,ll,14,17-enoic acid, docosahexa-4,7,10,13,16,19-enoic acid or mixture thereof, 
just as contemplated by the present invention. With regard to whether the capsule shell, it is 
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well-known in the art that both Type A and Type B gelatins and blends thereof can be used to 
obtain a gelatin shell with the requisite viscosity and bloom strength. See Borkan et al, Col. 4, 
lines 30-33. 

Claim 15 teaches the limitation that the gelatin used comprises fish gelatin. Borkan does 
teach a capsule that can be formed from Type A and Type B gelatins and also and that "[t]ype A 
gelatin is derived mainly from porcine skin" (Emphasis added)(Col. 3, lines 24-33). More 
specifically, Borkan et al teach that "[gjelatin may also be derived from the skin of cold water 
fish" (Col. 3, lines 29-30). In stating that porcine is used "mainly" for Type A gelatin, one of 
ordinary skill in the art would know that other types of skin may be utilized to get Type A 
gelatin, too. Consistent with the teachings in Borkan, Chang et al teach that in extracting Type A 
gelatin, the process generally involves subjecting fresh or frozen porcine hides (Chang et al Page 
2, Para. 12). However, fish gelatin is also processed as Type A gelatin (Page 2, Para. 15). 

In light of the foregoing, it would be obvious to one of ordinary skill in the art to modify 
the more general teachings of the 795 by Borkan et al to conclude the use of Type A and Type B 
gelatins and blends thereof to be used to obtain a gelatin shell for a capsule enclosing 
eicosapenta-5,8,ll,14,17-enoic acid, docosahexa-4,7,10,13,16,19-enoic acid or mixture thereof, 
just as contemplated by the present invention. 

Claim Rejection - 35 U.S.C. §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office Action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
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having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-10, 13-16, and 35-41 are rejected under 35 U.S.C. §103(a) as being obvious 
over U.S. Patent No. 5,502,077 [hereinafter referred to as "Breivik et al"](the reference is being 
considered in its totality) in view of Borkan et al and in further view of U.S. Patent PreGrant 
Publication No. 2003/0064074 [hereinafter referred to as "Chang et al"]. 

The teachings of Breivik et al. and Borkan et al. from this Office's Actions of 28 January 
2008, 09 October 2008, and 10 June 2009 as well as the reasoning association therewith, are 
incorporated herein by reference in their entirety. 

Applicants argue that there is no disclosure in Breivik et al of the use of any particular 
gelatin and most particularly, the use of Type A gelatin. Applicants further argue that the 
"reference speculates that the EPA and the DHA formulation could be in the form of the free 
acid. However such an embodiment is not exemplified" (Page 7 of Applicants' remarks of 25 
November 2008). However, in the same paragraph that Applicants, by their own admission state 
"BREVIK exemplifies a soft gelatin capsule ..." Id. Applicants go on further to say the 
"reference speculates that the EPA and the DHA formulation could be in the form of free acid." 
Id. It is important to note that Breivik is an issued U.S. patent. Therefore, the disclosures therein 
are presumed valid and therefore, Applicants' assertion that the "reference speculates" and 
arguments emanating therefore are but allegations lacking factual support. 

Additionally, Applicants argue that by Borkan stating that gelatin may be of Type A, 
Type B or a mixture thereof that "BORKAN actually evidences the unexpected nature and 
nonobviousness of the claimed invention" (Page 7 of Applicants' remarks of 25 November 
2008). This is unpersuasive. Applicants' claim set utilizes the open claim language, "comprising 



Application/Control Number: 1 0/5 87,20 1 Page 6 

Art Unit: 1614 

Type A gelatin." The same permits the very teaching in Borkan, Type A, Type B and/or a blend 
of Type A and Type B. 

Claim 15 teaches the limitation that the gelatin used comprises fish gelatin. Borkan does 
teach a capsule that can be formed from Type A and Type B gelatins and also and that "[t]ype A 
gelatin is derived mainly from porcine skin" (Emphasis added)(Col. 3, lines 24-33). More 
specifically, Borkan et al teach that "[g]elatin may also be derived from the skin of cold water 
fish" (Col. 3, lines 29-30). In stating that porcine is used "mainly" for Type A gelatin, one of 
ordinary skill in the art would know that other types of skin may be utilized to get Type A 
gelatin, too. Consistent with the teachings in Borkan, Chang et al teach that in extracting Type A 
gelatin, the process generally involves subjecting fresh or frozen porcine hides (Page 2, Para. 
12). However, fish gelatin is also processed as Type A gelatin (Page 2, Para. 15). 

With regard to claims 8-10 and 35-41, Applicants specify dosage ranges that vary 
between 100 mg and 2000 mg and temperatures at 40 degrees Celsius for storage and 37 degrees 
Celsius for disintegration. As a matter of law, "[gjenerally, differences in concentration or 
temperature [or time] will not support the patentability of subject matter encompassed by the 
prior art unless there is evidence indicating such concentration or temperature is critical. [W]here 
the general conditions of a claim are disclosed in the prior art, it is not inventive to discover the 
optimum or workable ranges by routine experimentation." In re Alter, 220 F.2d 454, 456, 105 
USPQ 233, 235 (CCPA 1955)" (see MPEP 2144.05(11)). The burden shifts to Applicant to 
show that the ranges contained in their invention are indeed critical. 

With regard to Applicants' claims 3-5 and 7, Brevik et al teach a fatty acid composition 
comprising at least 80% by weight of omega-3-fatty acids, salts or derivatives thereof, wherein 
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(all-Z)-5,8,ll,14,17-eicosapentaenoic acid (EPA) and (all-Z)-4,7,10,13,16,19-docosahexaenoic 
acid comprises at least 75% by weight of the total fatty acids (Abstract). As a result of this 
teaching, the instant claims fall within the purview of the prior art. 

With regard to claim 16, the limitation requiring a single layer capsule, it is important to 
note that Borkan et al teach a "chewable, edible soft gelatin capsule which comprises a shell 
comprising . . . gelatin . . . said shell dispersible and soluble in the mouth of the user" (Emphasis 
added)(Abstract). A plain read of the language "a shell" suggests a single layer, thereby bringing 
claim 16 within the purview of the prior art. 

Furthermore, gelatin types, between Type A and Type B are interchangeable and most 
often, plasticizers are added to produce soft gelatin that is chewable and the same has been 
known as early as the 1990s, based on the disclosures herein (Col. 3, lines 40-46). Applicant 
makes a claim, but provides no nexus. The mere statement that Borkan evidences the 
unexpected nature and nonobviousness of the claimed invention cannot be presupposed by 
teachings of two gelatin types only or mixtures thereof. 

Applicants go on to state that one of skill in the art would lack motivation to combine 
and modify Breivik and Borkan to arrive at the instant invention stating in part as rationale that 
the primary difference between the different types is the manufacturing process. However, as 
noted by the Office pursuant to the teachings in Borkan et al, the formations are by the same 
processes and further, the use of the two types are known to be interchangeable. 

Agreeably, the Examiner acknowledges the Patent Office's burden to consider objective 
indicia of nonobviousness when it is present and pursuant to Applicants' request, a more close 
review of Table 1 on page 10 was undertaken to ascertain whether indeed there were unexpected 
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results. A review of the same did not reveal conclusive data to support the Applicants' claim of 
unexpected results, most especially in analyzing data with storage temperatures at 25 degrees and 
30 degrees. 

In view of the foregoing, it would have been prima facie obvious to one of ordinary skill 
in the art to conclude that the making and administration of a soft gelatin capsule containing EPA 
and DHA would be effective in the treatment of hypertriglyceridaemia. 

Claims 17-22 are rejected under 35 U.S.C. § 103(a) as being obvious over U.S. Patent No. 
5,502,077 [hereinafter referred to as "Breivik et al"](the reference is being considered in its 
totality) in view of Borkan et al and in further view of U.S. Patent PreGrant Publication No. 
2003/0161872 [hereinafter referred to as "Chen et al"]. 

The teachings of Breivik et al and Borkan et al, supra, and from previous Office Actions 
are incorporated herein by reference in their entirety. 

Applicants, in claims 17-22, claim soft gelatin capsules with at least on enteric material 
integrated with the gelatin of the capsule wherein the said material is poly(ethylacrylate- 
methylmethacrylate). Chen et al teach a capsule shell that can be soft (Page 1, Para. 7) and 
comprise poly(ethylacrylate-methylmethacrylate)(Pages 1 and 2, Paras. 8 and 12), with an 
enteric coating layer on the capsule shell (Page 3, Para. 31). Chen et al also teach that the 
invention therein would be useful for the preparation of drugs for "enteric delivery (i.e., for drugs 
that are intended to be deliver [sic] to the duodenal and intestinal regions), because they resist to 
the acidic pH in the stomach" (Page 3, Para. 25). 
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One of ordinary skill in the art would be motivated to modify the combined teachings of 
Borkan et al and Breivik by the teachings in Chen et al to arrive at the instant invention due to 
the overlap in subject matter, most notably, soft capsule. 

In view of the foregoing, it would have been prima facie obvious to one of ordinary skill 
in the art at the time the invention was made to make a soft shell gelatin capsule containing 
poly(ethylacrylate-methylmethacrylate) with an enteric coating. 

Conclusion 

No claims are currently in condition for allowance. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR of Public PAIR. Status information for unpublished 
applications is available through Public PAIR only. For information about the PAIR system, see 
http://pair- direct-uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
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assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alicia R. Hughes/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



